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E.O. 11652: N/A 

TAGS: OGEN, ETRD, TBIO, XX 

SUBJECT: FDA ADVISORY - FACILTY MANUFACTURING PRACTICES (NON 
COMPLIANCE WITH GOOD MANUFACTURING PRACTICES) 

1. FDA ADVISES THAT ALL OF THE FOLLOWING PRODUCTS, INCLUDING 
VARIOUS INTRAVENOUS SOLUTIONS; GLASS BLOOD CONTAINERS; VIALS 
CONTAINING DILUENTS, ELECTROLYTES, ANESTHESTICS, MUSCLE RELAXANTS, 
AND DEXTROSE INJECTIONS; ALL LOT NUMBERS BEGINNING WITH "G" 

OR "M" MANUFACTURED BY MCGAW LABORATORIES, DIVISION AMERICAN 
HOSPITAL SUPPLY CORP., MILLEDGVILLE, GEORGIA ARE BEING RECALLED 
FROM THE MARKET BECAUSE INSPECTION OF MCGAW'S MILLEDGVILLE, 
GEORGIA PLANT HAS REVEALED SERIOUS DEVIATIONS FROM CURRENT DRUG 
GOOD MANUFACTURING PRACTICES. AS A RESULT OF THE INSPECTION, 

FDA HAS CONCLUDED THAT THERE IS NO ASSURANCE THAT THE PRODUCTS 
MANUFACTURED UNDER THE CONDITIONS FOUND ARE STERIL AND PYROGEN- 
FREE. 

2. THE FOLLOWING PRODUCTS ARE NOT, REPEAT NOT INVOLVED: 
HYPERALIMENTATION KITS, HEPARIN, AND STERILE ADMINISTRATION 
SETS MANUFACTURED AT MILLEDGVILLE, GEORGIA. 

3. NO PRODUCTS MANUFACTURED AT GLENDALE, CALIF. PLANT ARE 
INCLUDED. GLENDALE PRODUCTS DO NOT HAVE THE PREFIXES "G" OR 
"M". IN THEIR LOT NUMBERS. 

4. POSTS ARE REQUESTED TO DETERMINE IF FOREIGN CONSIGNEES HAVE 
RECEIVED MAILGRAMS DATED FEBRUARY 14, 1975 AND LETTERS DATED 
FEBRUARY 13, 1975 AND FEBRUARY 20, 1975, REGARDING THE RECALL 

OF THE ABOVE MENTIONED PRODUCTS. 

5. FOREIGN CONSIGNEES AS FOLLOWS: 

GENERAL SERVICES OFFICE, AMERICAN EMBASSY DISPENSERY, KABUL 
AFGHANISTAN 

MCGAW INDUSTRIES PTY. LTD. P.O. 80X433 NORTH SYDNEY, NEW SOUTH 
WALES 2060 AUSTRALIA 

DISMANA, S.A. CASILLA 5913 LA PAZ, BOLIVIA 

J. GASSO, GASSO C POR A, APARTADO 1211, SANTO DOMINGO, DOMINCAN REP 
COMMHUB GIIDD IADOR, S.A. EDIFICIO JULIA DE DUCE, SAN SALVADOR, EL 
UNCLASSIFIED 

UNCLASSIFIED 

PAGE 03 STATE 079613 

SALVADOR 

DOMINIQUE BAILLY CO. P. O. BOX GQPR PORT AU PRINCE, HAITI 
LABORATORY DON BAXTER SPA, P.O. BOX 467 TRIESTS, ITALY 
FEDERATED PHARMACEUTICALS CO. LTD. 1 BELL ROAD KINGSTON 11, JAMAICA 
TORAY HOSP. SUPPLY CORP. GINZA OHNO BLDG. 4-1-17 TSUKIJI-CHUO-KU, 
TOKYO 104, JAPAN 

REZAYAT TRADING CO., P.O. BOX 5 KUWAIT IN KUWAIT 
LEVANT ALIE HOUSES, P.O. BOX 1780, BEIRUT, LEBANON 
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FABRIOSA - DIVISION OF AMERICAN HOSP. SUPPLY MEXICO, S.A. 

DE C.V., APARTADO NO. 1792 MEXICO 17 D.F. 

BENIAMIN LOZANO, CENTRO DE DISTRIBUCION TEJUANA, CATER CAPELIAS 6 
TIJUANA, MEXICO 

MCGAW ETHICALS LTD. P.O. BOX 18-069, GLEN INNES, AUCKLAND 6, 

NEW ZEALAND 

PROMED, S.A. P.O. BOX 6281, PANAMA 5, REP. OF PANAMA 
MCGAW BAXTER LABORATORIES, INC. P.O. 2045 MANILA, REP. OF 
PHILIPPINES 

AHMED KAHLIL AL-BAKER, P.O. BOX 9, DOHA, QATAR 
BANGKOK-SWISS TRADING CO. P.O. BOX 349, BANGKOK, THAILAND 
AMERICAN HOSP. SUPPLY CORP., APARTADO 50950, CARACAS 105, 
VENEZUELA 

KING EDWARD VII MEMORIAL HOSPITAL HAMILTON, BERMUDA 
Y.C. WOO AND CO. LTD. 26A-28A DES VOEUX RD„ SOLAR HOUSE, 15TH 
FLOOR, HONG KONG 

MINISTRY OF DEFENSE, DIRECTOR GENERAL OF HEALTH, BAGDAD, IRAQ. 
KISSINGER 
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